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REQUEST FOR RECONSIDERATION AND CONDITIONAL "NO-FEE" 
PETITION FOR SUPERVISORY REVIEW UNDER 37 C.F.R. §1.181, AND 
CONDITIONAL PETITION TO WAIVE THE RULES UNDER 37 CFR §1.183 


Honorable Commissioner for Patents 
Washington, D.C. 20231 


Sir: 


RECEIVED 

DEC 1 8 2002 
TECH CENTER 1600/2900 


We are requesting the supervisory patent examiner to 
reconsider the November 18, 2002 advisory action, denying 
entry of the declaration and exhibits filed October 18, 2002, 
in view of the supplemental showing under 37 CFR §§1.116 and 
1.195 made herein. 

If this request is denied, then we ask that this paper be 
considered a petition for supervisory review under 37 CFR 
§1.181 and referred to the Group Director. I_f that petition 
is denied in whole or in part, Applicant petitions to the 
Commissioner under 37 CFR §1.183. 


Background 

An Appeal Brief was initially filed in this case on May 
1, 2000. Rather than file an answer, the Examiner reopened 
prosecution, making, inter alia, an enablement rejection. 

In support of the rejection, the Examiner initially cited 
just "PIDJ" and "Boumpas" (see June 20, 2000 action, pages 9- 
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10) . The February 21, 2001 action additionally relied on 
DeStefano (ref . DU) , EURODIAB (ref. EB) , Graves (ref . EF) , 
Heijbel (ref. EI), Hiltunen (ref. EL), Jefferson (ref. EQ) , 
Karvonen (ref. EV) , Bedford (ref. HD) , Petousis-Harr is (ref. 
HE), Dahlquist (ref. HK) , Jefferson T.O. (ref. HP), Elliott 
(ref. IJ) , and Anonymous (ref. IN) 1 , but confined itself to a 
general allegation that these teach a lack of association 
between immunization schedules and type 1 diabetes. There was 
no specific analysis of any of these references. 

Finally, in the final rejection mailed November 5, 2001, 
the Examiner argued that a "Classen and Classen reference" 
submitted by Applicant on August 17, 2001 in fact supported 
the enablement rejection. There were two Classen and Classen 
references filed that day, "Clustering of Cases...." and 
"Large Decline . . . . " 

On October 18, 2002, Applicants filed a "Supplemental 
Amendment After Final Rejection and Submission of New 
Evidence", and a "Declaration (II) of Dr. Bart Classen", with 
attached exhibits. The Declaration discussed several 
pertinent references that had been published after the 
maildate of the final rejection, as well as the references 
first relied on in the February 21, 2001 action. It enclosed 
copies of the newly discovered references, as well as some 
other supporting documents discussed in detail below. A new 
Appellant's Brief was filed on November 5, 2002. 

On November 18, 2002, the PTO mailed an advisory action 
which (1) entered the October 18, 2002 amendments to the 
claims, and (2) refused entry of the Declaration and exhibits. 


1 These references were made of record by the February 1, 
2002 IDS and discussed in an exhibit, "Scientific Evidence", 
filed December 19, 2000. 
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The PTO explained 

Submission of evidence after a final 
action is governed by 37 C.F.R. § 1.116. 
This rule requires applicant to provide 
good and sufficient reasons as to why the 
submissions are necessary and were not 
earlier presented. In this case, the 
Declaration of Dr. Classen will not be 
considered because the Declaration is 
based in part upon the consideration of 
newly cited art references. Applicant has 
not provided the statements regarding the 
newly cited references required under 37 
C.F.R. § 1.97(e). In addition, the 
arguments of the Declaration are not 
limited to the alleged newly discovered 
references. The applicant has not made 
the showings required under 37 C.F.R. § 
1.116 required for these arguments. 

Reconsideration of this refusal to enter is respectfully 
requested . 

There are two issues here: (1) the propriety of the 
SPE f s reliance on § 1.97(e) to refuse to enter a declaration, 
and (2) the adequacy of applicant's compliance with §1.116. 
(or, more accurately, § 1.195). 


The 1.197(e) Issue 

1 . We know of no authority which says that a declaration 
can be refused entry because it cites a document which is not 
of record. 

37 C.F.R. § 1.97(e) does not govern declarations. 
Rather, it relates to the certification which must appear in 
an information disclosure statement filed after final 
rejection, see 37 C.F.R. § 1.97(c) (1) . The Declaration is not 
an IDS. Moreover, the newly cited references are primarily 
references supportive of patentability. As MPEP 2001.04, page 
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2000-3, col. 2 states, "the rules are not intended to require 
information favorable to patentability...." The duty of 
disclosure imposed by 37 C.F.R. § 1.56(b) relates to 
information which teaches against patentability. 2 There is no 
duty to disclose favorable references and, in any event, the 
Declaration was not characterized as an IDS and hence need not 
satisfy 37 C.F.R. §1. 97(c) and (e). 

The Appendix to this Petition sets forth exactly when and 
where each reference was made of record. 

The references cited by the Declaration which were not 
previously made of record were: 

(1) Sanjeevi et al . , 2002 (Table 1, item 8) 

(2) IOM 2002 (Table 1, item 9, and Table 2A, item 12) 

(3) Classen et al . , 2001 (Table 1, item 10) 


2 37 CFR 1.56(b) defines materiality as follows: 

(b) Under this section, information is material to 
patentability when it is not cumulative to information 
already of record or being made of record in the 
application, and 

(1) It establishes , by itself or in combination with 
other information, a prima facie case of 
unpatentability of a claim; or 

(2) It refutes , or is inconsistent with, a position 
the applicant takes in: 

(i) Opposing an argument of unpatentability 
relied on by the Office, or 

(ii) Asserting an argument of patentability . 

A prima facie case of unpatentability is established when 
the information compels a conclusion that a claim is 
unpatentable under the preponderance of evidence, burden- 
of-proof standard, giving each term in the claim its 
broadest reasonable construction consistent with the 
specification, and before any consideration is given to 
evidence which may be submitted in an attempt to 
establish a contrary conclusion of patentability, 
[emphasis added] 


4 



USSN - 08/591, 651 

(4) Karvonen, et al. 2000 (Table 2A, item 2) 

(5) Yang, et al . 1998 (Table 2A, item 3) 

(6) Classen, et al., unpubl . (Table 2A, item 4) 

(7) DeStefano et al . , 2001 (Table 2A, item 8) 

(8) Classen et al . reanalysis of Dahlquist 

(9) Classen et al . , Medical Hypotheses 2001 (H12) 

(10) M-M-R III vaccine PPI 

References (1), (3), (6), (8) and (10) were plainly cited 
to support patentability, and consequently there was no §1.56 
duty to disclose them. Thus, references (1), (3), (6), (8) 
and (10) above cannot be refused consideration merely because 
no certification was made under 37 C.F.R. § 1.97(e). 

With regard to references (2) and (5), these references 
were disclosed to the PTO on October 18, 2002, and the persons 
having the duty of disclosure did not become aware of them 
until after July 18. Hence, Applicant could have made the 
certification under § 1.97(e) at the time of disclosure, and 
does so now, nunc pro nunc. See enclosed IDS listing (2) and 
(5) above. 

While Applicant was aware of reference (4) in 2000, the 
diabetes paper does not address vaccines and so Applicant did 
not believe there was a duty to disclose it. It is mentioned 
in the Declaration because Counsel, in attempting to find a 
published account of the LaPorte data alluded by PIDJ, found 
it in a post-July 18 MEDLINE search. Moreover, it is cited in 
the Declaration merely to rebut PIDJ's inference from 
LaPorte 1 s work, i.e., that the apparent increase in diabetes 
incidence was a surveillance effect. Hence, it arguably 
should be considered as a reference cited in favor of 
patentability, and considered on that basis. 
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Finally, (7) is a follow-up study to DeStefano (ref. DE) 
and while (7)'s conclusions are similar to those of ref. DU 
(hence cumulative in that regard) , it is cited because it 
contains data (a timing-based difference in relative risk) 
which supports Applicant. So we believe that (7), too, should 
be considered on that basis. 

It follows that § 1.97(e) is not a proper basis to refuse 
to consider any of the references cited in the Declaration, 
let alone the Declaration itself. However, if a reference 
thus cited is not of record, then at most it is grounds to 
disregard that reference, and the discussion thereof, not to 
ignore the entire Declaration. Indeed, a declarant may make 
statements about the state of the art without actually citing 
any art. 

The § 1.116 / § 1.195 Issue 

The Examiner also cites 37 CFR 1.116. Rule 1.116 governs 
the consideration of amendments after final rejection. It 
permits amendments which fall in one or more of the following 
categories : 

(1) they cancel claims; 

(2) they comply with an express PTO requirement of form; 

(3) they present rejected claims in better form for 
consideration on appeal; or 

(4) they touch the merits of the application, and a 
showing is made of "good and sufficient reasons why 
they are necessary and not earlier presented". 

The amendment filed October 18, 2002 was entered, 
presumably on the basis of (l)-(3) above. 
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Formally speaking, 37 CFR §1.116 applies to amendments, 

not declarations or exhibits. With regard to the Classen 

declaration and exhibits, we assume that the Examiner intended 

to rely on 37 CFR 1.195, which reads as follows: 

Affidavits, declarations, or exhibits submitted 
after the case has been appealed will not be 
admitted without a showing of good and 
sufficient reasons why they were not earlier 
presented . 

Note that in contrast to 1.116(b), there is no 
requirement of a showing of necessity. Hence, we need only 
consider the reasons why the declaration and exhibits were not 
earlier presented . 

Plainly, any reference published after the final 
rejection was mailed (November 5, 2001) could not have been 
presented prior to that action. This "safe haven" would 
embrace : 

Table 1, item 7, Classen et al . (2002), 
especially since it is really a courtesy copy 
of a previously submitted manuscript, which was 
(mis ) construed by the final rejection; 

Table 1, item 8, Sanjeevi et al . (2002); and 

Table 2A, item 12, the IOM Study (Mar. 2002) . 

It follows that there are good and sufficient reasons to 
enter the Declaration so that at least its comments on these 
new references may be considered. 

Besides discussing these new references, the Declaration 
also addresses certain art of record, as well as the new 
exhibits 

Table 1, item 10, Classon and Classon (2001); 
Table 2A, item 8, DeStefano (2001); 
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Table 2A, item 9, Classen et al.(2001)'s 

unpublished reanalysis of ref . HK; 

Classen et al . , Medical Hypothesis article; and 

the M-M-R II vaccine physician ! s package 
insert . 

It was only when Counsel began drafting the second 
Appellant's Brief that it became apparent that there were 
several references which the Examiner had nominally relied 
upon but which had not been specifically analyzed by the 
office action. Because the Examiner had not applied them in a 
clear and specific manner, these references had not been 
specifically addressed in the body of any amendment. This 
meant that, if the case were to go up on appeal, it could 
easily find itself remanded for proper consideration of those 
references . 

To a large extent, these references were already 
addressed in the "Scientific Evidence" exhibits made of record 
on December 19, 2000. Indeed, the IDS of February 1, 2001 was 
based on those exhibits. However, Counsel was concerned that 
these exhibits, not being attached to a Declaration, might not 
be given the weight they deserved. In addition, Classen had 
certain unpublished data reanalyses which expanded on the 
points made in these exhibits. 

The Declaration thus formalized and expanded upon the 
points made in the "Scientific Evidence" exhibits, and in 
doing so, it was supported by the aforementioned items. 

37 C.F.R. § 1.116 and § 1.195 are intended to strike a 
balance between the PTO needs to reach closure in prosecution 
and to find out the truth concerning patentability. Here, the 
equities warrant granting the request /petit ion and entering 
the Declaration and Exhibits. 
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If the SPE or the Group Director holds that certain 
Exhibits should not be considered, then the Declaration should 
still be entered, and the Examiner simply instructed to ignore 
those portions of the Declaration which address the problem 
exhibits- The baby should not be thrown out with the bath 
water . 


Conditional Petition Under 37 CFR §1.183 

I f the petition under 37 CFR §1.181 is denied in whole or 
in part, Applicant petitions under 37 CFR 1.183 that the 
applicable rules be waived to permit entry of the declaration 
and exhibits. Please charge the petition fee to deposit 
account 02-4035. 

37 CFR 1.183 provides 

In an extraordinary situation, when justice 
requires, any requirement of the regulations in 
this part which is not a requirement of the 
statutes may be suspended or waived by the 
Commissioner or the Commissioner's designee, 
sua sponte, or on petition of the interested 
party, subject to such other requirements as 
may be imposed. Any petition under this 
. section must be accompanied by the petition fee 
set forth in §1.17 (h). 

The statute does not require refusal of entry of 
declarations or exhibits after final rejection and hence is 
not a barrier to relief under §1.183. 

We believe that this is an "extraordinary situation", in 
which "justice requires" relief. 

First of all, the Examiner's rejection is inconsistent 
with the PTO' s treatment of three counterpart applications 
that have issued as patents: 
5, 728, 385 
5, 723,283 
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6, 420, 139 


Not only did the PTO, in all three cases, consider the 
claims to be enabling, all of the references relied on by the 
Examiner in connection with the instant enablement rejection 
were of record during the prosecution of the *139 patent. 

Secondly, Applicant cannot, by normal PTO procedures, 
force consideration of the declaration and exhibits without 
substantial loss of patent term. 

The present application is a pre-GATT case, hence 
ineligible for RCE practice. Since its effective filing date 
is in 1994, it is ineligible for the transitional §1.129 
practice, too. Filing a continuation would result in loss of 
pre-GATT status, resulting in a patent term expiring in 2013 
(the priority application having been filed in 1993). 
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In contrast, if this case were allowed, and Applicants 
cancelled the claims rejected for double patenting, 3 and the 
patent issued in 2003, the patent would expire in 2020. 

Respectfully submitted, 


BROWDY AND NEIMARK, P.L.L.C. 
Attorneys for Applicant (s) 



Registration No. 28,005 


Enclosure 
-Appendix 
-IDS 

624 Ninth Street, NW 
Washington, D.C. 20001 
Telephone No.: (202) 628-5197 
Facsimile No.: (202) 737-3528 
IPC : ma : 1ms 

G : \ ipc\a-c\clas\classenla\pto\PetSuperReview . doc 

OFFICE OF PETITIONS 


RECEIVED 

DEC 1 6 2002 


3 There was a double patenting rejection of method claims 
6, 32-33, 56-57, 101, 103, 128-148, 156, 157 and 160 over the 
x 395 and 283 patents. Claims 156 and 157 were cancelled by 
substitute amendment "A" filed June 21, 2002. Claim 160 was 
cancelled by the October 18, 2002 amendment. Applicants would 
immediately cancel the method claims if the Examiner agreed to 
allow the kit claims . 

There is no double patenting rejection of record over the 
x 139 patent, which issued July 16, 2002 on a later-filed 
application. Its claims are to methods, not kits. If the 
Examiner wishes to make such a rejection, she must withdraw 
finality, in which case the declaration and exhibits must be 
entered as a matter of right . 
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Appendix 

Table 1 (references supportive of applicant) 

1: cites spec and Classen et al . (1997); latter was Ref. 
GQ considered by Examiner on February 16, 2001. 

2 : same as above . 

3: just cites spec. 

4: cites spec and Classen et al . (1999); latter was Ref. 
GO. Also distinguishes Blom et al . (1991), ref. AS. 

5: cites Classen et al. (1997), ref. GQ. Also Blom et 
al . (1991), discussed below. 

6: cites Classen et al . (1997), ref. GQ; Classen et al. 
(1996), ref. DQ . Distinguishes Willis et al . 1997 (see 
discussion of Table 2B, item 7, below) and Petousis-Harris 
(ref. HE) . Also cites Scott et al. 1992 (ref. FV) and Gunn et 
al . 1989 (ref. IS) on minor point. 

7: cites Classen et al . (2002), a recent publication of 
text previously submitted to the PTO as a draft manuscript on 
August 17, 2001. Also cites Classen et al . (1999), ref. HR. 
Distinguishes Karvonen et al . 1999 (ref. EV) and Jefferson et 
al . (ref. HP) . 

8: cites newly discovered reference Sanjeevi et al . 
(2002) in support of patentability. 

9: cites newly discovered reference IOM (March 2002) in 
support of patentability. But see Table 2A, item 12. 

10: cites Classen and Classen (2001), a new reference, 
solely in support of patentability. This is at least partly 
duplicative of the disclosure on pp. 37-40 of the "Scientific 
Evidence" paper, of record. 

Table 2A 

1: cites Moulton, but only insofar as it is discussed in 

1 
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PIDJ, made of record by the Examiner. 

2: cites LaPorte as discussed by PIDJ. Speculates that 
cited data was that published in Karvonen, et al . (2000), 
which as discovered in a post-July 18, 2002 MEDLINE search by 
Counsel . 

3: cites LaPorte again. Refers to post-July 18, 2002 
MEDLINE search by Counsel which identified Yang et al . 1998. 

4: cites parent, et al . 1997, ref. FL, and a new, 
unpublished manuscript by Classen. The latter supports 
patentability and hence is not subject to 1.97. 

5: cites Blom, et al . 1991, ref. AS. 

6: cites Graves et al . , ref. EF. 

7: cites Eurodiab, ref. EB. 

8: cites DeStefano et al . (1997) ref. DU . Also refers to 
a follow-up study, DeStefano et al. (2001). The latter, to 
the extent against patentability, is cumulative with DU . It 
is cited for one point on which it supports patentability and 
hence not subject to 1.97. 

9: cites Dahlquist et al . (1995), ref. HK, and Classen et 
al. (1996)'s unpublished reanalysis. 

10: cites Heijbel, et al . 1997, ref. EI. 

11: cites Elliot, et al . , ref. IJ. Cohort data appears 
in a cited Classen document "Scientific Evidence...", made of 
record on December 19, 2000. 

12: cites IOM study (March, 2002), newly discovered. 

Table 2B 

1: PIDJ was made of record by the Examiner. 
2: Hiltunen is ref. EL. The cited Classen (1996) and 
(1997) articles are of record, refs. DQ and GQ. 
3: Karvonen is ref. EV. 
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4: Bedford is ref . HD. 

5: Jefferson #1 is ref. HP. 

6: Jefferson #2 is ref. EQ. 

7: Willis is cited in PIDJ. IT is further discussed on 
page 50 of the "Scientific Evidence" monograph made of record 
on December 19, 2000. 

8: Petousis-Har ris is ref. HE. 

9: CDC is ref. IN. 

Miscellaneous 

12: cites Classen, et al . , Medical Hypotheses article 
(2001) . 

13. M-M-R II vaccine Physician Package Insert. 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of: 

CLASSEN, John B. 

erial No, : 08/591, 651 

led: February 12, 1996 

r: METHOD AND COMPOSITION FOR 
AN EARLY VACCINE . . . 


Art Unit: 1643 
Examiner: B. BRUMBACK 
Washington, D.C. 
December 12, 2002 
Docket No.: CLASSEN=1A 


THIRD INFORMATION DISCLOSURE STATEMENT TIPS] 

Honorable Commissioner of Patents 
Washington, D.C. 20231 

Sir: 

This Information Disclosure Statement is submitted in 
accordance with 37 C.F.R. 1.97, 1.98, and it is requested that 
the information set forth in this statement and in the listed 
documents be considered during the pendency of the above- 
identified application, and any other application relying on the 
filing date of the above-identified application or cross- 
referencing it as a related application. 

1. This IDS should be considered, in accordance with 37 
C.F.R. 1.97, as it is filed: 

[ ] A. within three months of the filing date of the 
above-identified national application or within three months of 
the entry into the national stage of the above-identified 
international application. See 37 CFR 1.97(b). 

[ ] B. before the mailing date of a first office action 
on the merits. See 37 CFR 1.97(b). 

[ ] C. after (A) and (B) above, but before final 
rejection or allowance, and Applicants have made the necessary 
certification (box "i" below) or paid the necessary fee (box "ii" 
below). See 37 CFR 1.97(c). 

[ ] i. Counsel certifies that, upon information and 
belief, each item of information listed herein was 
either (a) cited in a communication from a foreign 
patent office in a counterpart foreign application not 
more than three months prior to the filing of this IDS 
or (b) was not cited in a communication from a for 
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patent office in a counterpart foreign application and 
was not known to any individual designated in 1.56(c) 
more than three months prior to the filing of this 
IDS. 

[ ] ii. Credit Card Payment Form, PTO-2038, authorizing 
payment for the fee set forth in 1.17 (p), presently 
believed to be $180, is attached. 

[X] D. after (A), (B) and (C) above, but before payment 
of the issue fee. Applicant petitions under 37 C.F.R. 1.97(d) 
for consideration of this IDS. Credit Card Payment Form, PTO- 
2038, authorizing payment for the fee set forth in 1.17 (i) (1), 
presently believed to be $130 is attached. Counsel certifies 
that, upon information and belief, each item of information 
listed herein was either (i) cited in a communication from a 
foreign patent office in a counterpart foreign application not 
more than three months prior to the filing of this IDS or (ii) 
was not cited in a communication from a foreign patent office in 
a counterpart foreign application and was not known to any 
individual designated in 1.56(c) more than three months prior to 
the filing of this IDS. 

[ ] E. As a submission in accordance with the transitional 
procedure for limited examination after final rejection pursuant 
to 37 CFR §1. 129(a). Pursuant to MPEP §706. 07(g), page 700-66, 
col. 2 (August 2001), this IDS is treated as if filed with a 
period set forth in 37 CFR §1.97 (b) and considered without the 
petition and petition fee required by 1.97(d). 

2. In accordance with 37 C.F.R. 1.98, this IDS includes 
a list (e.g., form PTO-1449) of all patents, publications, or 
other information submitted for consideration by the office, 
either incorporated into this IDS or as an attachment hereto. 
A copy of each document is attached, except as explained below. 

[ ] While an IDS filed under §1.97 must contain a "list of 
all patents, publications or other information submitted for 
consideration by the Office", see §1.98 (a) (1)/ the only 
requirement for the list is that it provide the information set 
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forth in §1 . 98 (b) . There is no requirement that a form PTO-1449 
be used (MPEP §609 merely says that use of this form is 
"encouraged") . Counsel has used a list provided to him by 
Applicants, and not transferred the information to a PTO-1449, 
to avoid the risk of any inadvertent error in transferring the 
information . 

t ] A. Documents are deemed substantially 

cumulative to documents , and, in accordance with 

1.98(c), only a copy of each of the latter documents is enclosed. 

[ ] B. Certain documents were previously cited by or 
submitted to the Office in the following prior application ( s ) , 
which are relied upon under 35 U.S.C. 120: 

[insert serial number /filing date] 
Applicants identify these documents by attaching hereto copies 
of the form PTO-892s and PTO-1449s from the files of the prior 
applications or a fresh PTO-1449 listing these documents, and 
request that they be considered and made of record in accordance 
with 1.98(d). Per 37 CFR 1.98(d), copies of these documents need 
not be filed in this application. If copies of any of these 
documents cannot be found in the files of the prior applications, 
the Examiner is requested to so notify counsel before taking 
action in this case, so replacement copies can be submitted. 
While an IDS filed under §1.97 must contain a "list of all 
patents, publications or other information submitted for 
consideration by the Office", see §1.98 (a) (1), the only 
requirement for the list is that it provide the information set 
forth in §1. 98(b). There is no requirement that a form PTO-1449 
be used (MPEP §609 merely says that use of this form is 
"encouraged") and no prohibition on submitting a copy of a form 
PTO-1449 or form PTO-892 from a prior case. Indeed, the re-use 
of such forms is desirable as it avoids error in transferring the 
information, and evidences that the reference was considered in 
a prior application. A previously accepted PTO-1449, or an 
examiner-prepared PTO-892, necessarily complies with §1. 98(b). 

[ ] 3. Documents are not in the English 
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language. In accordance with 1.98(a) (3), Applicants state: 

[ ] documents already contain an English 

language abstract, summary or claim set. 
[ ] a publicly available abstract is attached to each of 

documents , and the source of each abstract 

is indicated thereon. 
[ ] documents are patents or published patent 

applications for which counterpart English language 

patents or patent applications exist, and are enclosed, 

as follows: 

Foreign Lang. Doc . # English Lang. Doc . # 

[insert] [insert] 

[ ] applicants have prepared an English translation of at 

least the pertinent portions of documents , 

and copies are attached. 

[ ] A concise explanation of the relevance of documents 

is found in the attached search report from 

the Patent Office (see reply to Comment 68 in 

the preamble to the final rules; 1135 OG 13 at 20) . 

[ ] A concise explanation of the relevance of documents 

is set forth as follows: 

[Insert concise explanation of relevance] 

4 . No explanation of relevance is necessary for documents 
in the English language (see reply to Comments 67 and 68 in the 
preamble to the final rules; 1135 OG 13 at 20) . 

5. If the month of publication of a nonpatent reference is 
not stated, it is because it is not apparent from review of the 
reference. If requested to do so by the Examiner, Applicants 
will attempt to locate and write to the publisher. 

If the publication date of a cited document is set forth 
only as a publication year, and that year is prior to the year 
of filing or, if priority is claimed, year of priority of this 
application, then the particular month of publication is not in 
issue. Likewise if that publication year is after the year of 
filing of this application, the month of publication is not in 


4 
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USSN - 08/591, 651 
issue . 

If the date of publication of a nonpatent reference is 
stated, then, except as explained below, it is the nominal date 
stated in the reference, or in a larger document (journal or 
book) from which the reference was extracted. Applicants 
reserve the right to challenge this date by contacting the 
publisher to determine the actual shipment date, or by contacting 
recipients to determine the receipt dates. 

6. Other information being provided for the examiner's 
consideration follows : 


7. In accordance with 37 C.F.R. 1.97(g) and (h) , the filing 
of this IDS should not be construed as a representation that a 
search has been made or that information cited is, or is 
considered to be, material to patentability as defined in §1.56 
(b) , or that any cited document listed or attached is (or 
constitutes) prior art. Unless otherwise indicated, the date of 
publication indicated for an item is taken from the face of the 
item and Applicant reserves the right to prove that the date of 
publication is in fact different. 

8. The Commissioner is hereby authorized and requested to 
charge any additional fees which may be required in connection 
with this paper or credit any overpayment to Deposit Account No. 
02-4035. 


Copies of references KB-KC were previously submitted on 
October 18, 2002, as exhibits to the Classen 
Declaration . 


Respectfully submitted, 


624 Ninth Street, N.W. 
Washington, D.C. 20001 
Telephone: (202) 628-5197 
Facsimile : (202) 737-3528 
IPC : 1ms 
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KB 


Institute of Medicine, The Anthrax Vaccine: Is it safe? Does it work?, pp. 1, 3, 136-139, 160-64, 166-70, 246-8, 
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